VA Central IRB Meeting Agenda Tool             DATE: 
Review of PI/SC Application for VA Central IRB #, Title: PI: Investigator Call in Window – {}Call-in Number:  
                                                                                                               Check Box
	1.  Overview by Primary and Secondary Reviewers

	

	2.  Discussion by Members – Document Resolution of Controverted Issues

	

	3.  Investigator Call-In (If Applicable): Document who participated from the study team and summary of discussion


	

	4.  Investigator and Study Team  
	

	· Conflict of Interest
	

	· Investigator Qualifications and Training

	

	5.  Consent Process - List and discuss all applicable for each phase of study and/or participant population involved.
	

	· Informed Consent Waivers  (Review criteria listed in waiver request) Form 112a  
	

	· Informed Consent Documents 
· 
	

	· Requests for Waiver of Documentation of Informed Consent (Review criteria listed in waiver request)  Form 112b

	

	6.  Equitable Selection of Subjects – List all applicable.
	

	· Recruitment materials 
	

	· Recruitment procedures 
	

	· Use of non-Veterans in the research
	

	· Vulnerable Populations and other special categories of potentially vulnerable participants
	

	· VA Employees or students
	

	7.  Privacy and Security – List all applicable.
	

	· Request for HIPAA Waiver (Document discussion of VA Central IRB 103 waiver criteria)

	

	· HIPAA Authorization 
	

	· Are protocol, HIPAA Authorization and ICF consistent?
	

	8.  Drugs and Devices – List all applicable
	

	· FDA Regulated?  
	

	· IND/IDE 
	

	· If device – NSR or SR determination
	

	9.  Data and Tissue Banking 
	

	· Mandatory or Optional Banking?
	

	· Consent and HIPAA address banking?
	

	
	

	VA Central IRB Determinations:  Review final determinations from above and ensure they are appropriately captured for the minutes.
	

	Risk Determination       FORMCHECKBOX 
  Minimal Risk   or    FORMCHECKBOX 
 Greater than Minimal
	

	VA Central IRB Decision: 

   FORMCHECKBOX 
  Deferred for Major Modifications  

   FORMCHECKBOX 
  Approved Contingent on Required Minor Modifications 

   FORMCHECKBOX 
  Approved Pending Local Site Comments

   FORMCHECKBOX 
  Disapproved

   FORMCHECKBOX 
  Tabled
	

	Requested Modifications:  List all


	

	*Approval Criteria – Must be Documented if Approved Contingent on Required Minor Modifications 
	

	· Risks to subject minimized through sound research design and when appropriate, using procedures already being performed?
	

	· Risks reasonable in relation to benefits, if any, and the importance of the knowledge to be gained?
	

	· Selection of subjects equitable?
	

	· Informed consent will be appropriately sought and documented?
	

	· If applicable, ICF have sig blocks/dates and is consistent with protocol and HIPAA Authorization?
	

	· Additional safeguards for vulnerable populations?
	

	· Data Safety and Monitoring Plan if required?
	

	· Privacy and Confidentiality protected?
	

	· COI managed?
	

	· Investigators qualified and trained?
	

	Continuing Review Period:  
	

	Does medical record need to be flagged?      FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
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